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AEPKABHA CHYXKBA 3 TIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU y m. KUEBI

npos, Haaid Ceitauunod, 3, 02099, rea. (044) 295.26-85
E-mail: dis.kyivi@dls.gov.va, Kog CIPITOY 370790353

BUCHOBOK

PO ARICTL BBE3CHOIO B YRpaluy JiKapehroro 3acoby

30.11.2023 Ne 615336/23/726

CIHJIAKTOH
{HATIMCHYBAHNY JHKADCLEOD 3aco0y 3rLIHD 3 peCcCTpaty et HoCs AL
TabJaeTRH, BRPUTH IKIBROBOID 000.101K010, 116 28 M1, no 1 rabaceron v Daicrepis 110 2
0JICTEPH B KAPTOHHI Kopol i

(QOPMA BATIYCRY, JO3YBAUNN, B HAKY BUHHE HMEAPCHROTO 3acniy )

Homep pecerpaaiiinoro nocsiauenng UA/16423/01/0] crpok nif peecrpaniiinoro nocaizuenus HenOMeKeHu i
Cepis aikapebroro sacody Ne 306101080 Kiaskicrs gsesenoro dixapessoro sacody 10000

Bupodinui YOPJIIUMEJIMLMH DIAY CAH. BE TIDK. A.LL. Typeuunsa

(BAHMCHEYBANIA BUPOGHHKA SKAPCHRONO 300000 | KPATHE HOX TS )

Baeseno B Ypainy Tosapucrso 3 ofvexenor pianopizaanuicro "Tporace Qapya
U S | B o AR 3
Yrpaiua', ineur. wox: 37177201
{Haitmenysanng 1a <04 30 CAPHOY wopmar ol ocodn ado upismane, iv'a no darewosi guinvnod
OCOOH ~ FLATIPHUMIG, T MICHC TIDORUBUHHS 18 pocorpaitiinigi sosep obixonsd Rupt o 1orraues
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FOARTRIE Q00 COPIR 1A S0eMOD HRCHODTS)
fiporokoa sisvaasnore gourposio sin 15.11.2023 N 3551/4,
Aadoparopiilt anam3 sroCcTi Aikapchioro 3acedy 3aHicne i
Jaboparopist thapmaronetinoro avanizy JUT"Ypaiucpnit sy kosuii dapyaroncitngii nemp

SAKOCT] JIKapChKUX 3aco0iB” (M. Xapkin, BV, Actponomiaing, 33) ,

(HaliMeRYBaHHA TQ MICUCIHANO DKeHHS G0opaTonil 910 (pese.ia AVOOPATOPHGE GIGLI AKOCTT

BHCHOBOK 10A0 AKOCT] MKAPCLKOIO 3acoly. sitiannil aaloparopico sia 29,11 2023 No 73081323

Pesvantary AA00PATOPHOID AHAATY AKOCTI t.fiiii';:':pi:i.-lilﬁf'{} ACO0Y 34 HEPCHINCHIME TOKA $H UM BLHIOBLIAO T
BIMOFaM METOMIB KOHTPOMO AKOCT] (QHAAITHYHO-HOPMATHBHDT JOKVMEHTALIT).

34 PeIyABTATAMM  ACPIKABHOIO  KOHTPOIK) BCTAHOBISHO. 10 JIKapoukmil  jacid  mheseno  n Vepaiby
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Manufsctured by WORLD MEDICINE ILAC SAN. VETIC. AL,
Lacation: 15 Temmuz Maholles: Cami Yalu Caddes:
No:50 Gunesli Bageilar/istanbul, Turkey
License: TR/UY/2019/12-2

Bupobinsng: YOPJIT METHIIRE 1FAY C4AH BETHLX A1
Aicyesnaxodncenns: 15 Temamys Maxawewi Jucavwi Hony [focaddeci
Me3Q Nionewni Razdacwnep/CmnuByn, Typeununa
Jienzin: TRAUY2619/12-2

CERTIFICATE OF ANALYSIS No. 40000021940
CEPTHQIKAT AKOCTI

Product name: SPYLACTON

Hasea npodyxmy: CIITARTOH

Pharmaceutical form,
package type and size:
Jdixapcera dopma, mun ma
POIMID YHAX08KY:

Dosage / potency:

Joza / cuna oii:
Repgistration certificate:
Peecmpayiiine nocgioenna:
Batch no.:

Mo cepif:

Batch size:

Pazntip cepii:
Manafacture date:
Lama eupobrunmsa:
Expiry date:

Tepain RpUOAMIROCIHE:

film coated tablets, 25 myg, e 20 {10x2) in blisters; 2 blisters together with a

leafief in a carton box
mabremxy, sxpumi wiiaxoso 060R0RKO, RO 23 M2,

no 10 mabnemox y Bnicmepi; no 2 Bricmepy pa3om 3 iHCIMPYKYIED GHA

MEDUHHOZ0 JACIOCYERRNA Y KAPNoHRIT Kepobyl,
Spironolactone 25 mg

Cripononaxmony 25 M2

VUA/16425/61/61

306101080
48.339 packages (ymaxogox)

06.2023

05.2026

CHIDOROAIKMOKY

the test solution should correspond to the refention time of
the main peak in the chromatogram of the standard
solution.

Hag ympumyeanHa 0CHOGIR 020 iKY R XPOMaAmMozpumi
COCHOHCYEAH0Z0 POINUILY ROBUKEH IONVgioamy ¥acy
VIDUMYEANRESA OCHOBNOZO MIKY HO XPOMAO2pooi
CraHOapmiozo DO3YUNY.

TEST SPECIFICATION RESULT
Horasnuxy arocmi Hopatyeara ~ Pesynomam

ﬁeﬁcripﬁeﬁ | Round, biconvex, }rcl}m# to light yellow film coated Conform

Onuc tablets with score line on one side,
Kpyani dsoonyxni mabiaemr, eKpionl itigxosoio Bionogidae
OBOROHKAIO IO CBIMRO-HCOBIMORE D0 HKOBMOZ0 KORLODY 3
PO3OGUILHOIG PUCKOIO 3 001020 BOKY

fdentification ] |

| 10enmughirayisn

|spironolactone The retention time of main peak in the chromatogram of  [Confonn

Bidnogidne
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Manufasctured by WORLD MEDICINE ILAC SAN, VETIC. A5,
Location: 15 Temmuz Mahallesi Camd Yolu Caddesd
No:50 Gunesli Bageilar/istanbul, Turkey
License: TRAUY/2019/12.2

BupoGnero; YOPHT MEAHIIHH 1AW CAH, BE TIILX. 4.1,
Micuesnarodacemm: 15 Temuys Mezansewnd fxcami Hony Jacaddeci
N5} Dioneuent Bazoyewnap/Cmastyy, Tyvpewwuna
Tiyensin: TR/UY/2G19/12-2

CERTIFICATE OF ANALYSIS No. 40000021940
CEPTH®IRAT AROCTI
TEST SPECIFICATION RESULT
_ Hoxasnuxu Sxocii | ) B Hopmysasns _ 1 Pezynvimam
|titanium dioxide Orange-yellow colour appears in test solution, Conform
mumarny diorcud 1ogunno chocmepizamucs ROMAPARYEB0-HCOGME Bicnoaione

iron oxide veliow
FAIIY OKCUD D08

3abapenennny eunpobysanom posyuni

Red polour appears in test solution.

3’agngembea 4epsone 3a6apenenis y sunpolygancmy
DOZYLHT

Conform
Ricnosione

Average mgss.

154.50 mg/ tablet & 7.5% (142.91 — 166.09) mg/ tablet

155.12 mg/tablet

unknown single impurity
neidenmugbinoeana 00unuYHY
domiwxa

Not more 0.2%
(| He Binvute 0.2%

W

o

i !

@APMg | 24

iUniformity of mass 154.50 maf mafnemxy = 7.5 % (142.91 — 166.09) s/ Ovie/mabnernxy)
[Cepedns maca mabnemiy
{Oonopionicms Macy Not more than 2 of the individual masses deviate from the {Conform
taverage mass by more than 7.5% and none deviates by Bionosioze
more than 15.0%.
[ He Ginvte 2 indusiOyansrios mac §iOXungionsca 6id
cepednvol macy Binvt, nive na 7.5 %,  meooRa 3 HI He
gioxunncmves Oinvige nise va 13.0%
Unifermity of dosage units Acceptance value {AV) should meet the requirements. Conform
Oonopionicrme Ho308uH1X Hpuiiuamue snawenns (AV) amae gidnosidamu sumozan. | Biorosioae
OOURUYY
(for 1 tablet and ¥ tablet)
(Grr I mabnemiy i mabnemxi)
‘Water Not more 8.0% 4.9 %
iBooa He birvuie 8.0%
[Disintegration ~ {Not more 30 min. 5 min (x8)
Posnadauns He Sinvue 30 xa.
Dissolution NLT 80.0% of label claim in 60 minutes (Q=75.0%) 102.1 %
Posuunennn 80,0 % 8id sarenenol xinvrocmi 3a 60 xg.
. | Q=750 %)
Assay of spironolactone 25.0 mg/ tablet & 5.0% (23.8 — 26.3) mg/ tabjet 125.8 mg/tablet
Kinvricne suznayerus 23,0 me/mabnemcy £ 5.0% (23.5~ 26.3) mz/mabnemxy (me/mabnemyy)
CHIDORQIAKINOHY
Related substances
Cynpoeioni dominau ’
canrenone iNot more 1.0% < Disregard Limt
ROAHPEHOH He &invwe 1.0% < MMeoici sunenerss

< Disregard Limit
<Mesici gusisnenns
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Manufactured by WORLD MEDICINE ILAC §AN. YE TIC, A8,
Location: 15 Tempwz Mahallest Cami Yolu Caddest
No:50 Guresii Bageilar/lstenbui, Turkey
License: TRAUY/2019/12-2

Bupotineno: VOPJIT MEJHIIH IJTAY CAH. BE TUDK AL
Micyesnaxodacenna: 13 Temaqys Maxaurewi Dxcami Homy Jwcaddeci
M50 Nounesuni Boednounap/Cmeanbyn, Typewusa
Siyensia: TRAUY/2019/12.2

CERTIFICATE OF ANALYSIS No. 40000021940

CEPTHOIKAT AKOCTI -
TEST | SPECIFICATION RESULT
Lloxaznuki axecni Hopmysanua Pesyrvmam
total impurities Not more 1.0% < Disregard Limit
CYMA QOMIUIOK He binviue 1.0% e ) <Meoxci gurgnenus

Microbiological quality
Mixpobionoziuna wucmoma
 Total aerobic microbial count

(TAMC) ‘Not more than 10° CFU/g <1 CRU/g

Zazanvra xinexicme aepodrs. | He Ginviue | 0° KvOre <{ (K¥CO/iz)

MIKpoopaarizmieg

Total yeast/moulds count

{MC)_ o Not more than 10° CRU/g <] CFU/g

Jacatbha Klnsxicns. He Ginsie 107 KYO/: <1 (RYO/e)

ORINCOSKOBUX WA RIUCHABUX

epubie i

Escherichia coli Absent/g Absent /g
Biocymui/ 2 Bidcynmi/ 2

1 do hereby certify that the sbovementioned data are trustworthy and accurate. This product bafch is
manufactured (packaging/labelling included) under the quality control on the abovementioned
manufacturing site in fall conformity with the GMP requirements, established by the reguiatory agencey of
Turkey as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformity with
the GMP is established, -

Llurt 2 zaceiduyro, w0 nepepaxosana suwye ingopmayia ¢ docmosgipuec i mouxore. Lz cepis npodykyii 6yna
GUZOMOBHEHA [BRITIOUQIOUN NGKYBAHKS [ JAADKYEARNR] 3 NPOCEOEHHAM KOHIMPORIO SKOCHI HO SUH{EGKI3aNIY
gupoOHIYd OlnbHtyl 8 nogniil gionoeidnoemi 3 eumozamu GMP, ecmanosieiviu pezyiamopHiid OP2aH0M
Typeynunu, a marodc y gidnogidnocmi 3t cneyugixaicio | memodumu Koumpoaio sxocii (ME),
sapeccmpogaruatu 6 Yipaini, llpomoxonue eupobauymsa, ynaxosk ma anarizie 6yau nepe2nfxymi ma
BCRIGHOBREND 8ionogidnictie GMP.

Surname and position of person, approving bateh relesse to market
Hpizgue ma nocada / 36anns ocobu, axa sudana 0o38in na sunyex cepis L

Signature and date, stamp
Hionuec ma dama nidnucannz, nevamxe / 1nomn PRI R RAD RAY VETL. 850
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